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DEPARTMENT OF HEALTH AND HUMAN SERVICES 


FOOD A N D  DRUG ADMINISTRATION 


21  CFR PARTS 172 AND 173 


[DOCKET N O .  81F-01581 


, SECONDARY DIRECT FOOD ADDITIVES PERMITTED I N  FOOD FOR H W 
,' CONSUMPTION; ALPHA-HYDRO-OMEGA-HYDROXY -POLY (OXYETHYLENE ) / 

POLY (OXYPROPX- (MINIM- MOLES) IPOLY (OXYETHYLENE) 

AGENCY: Food and Drug A d m i n i s t r a t i o n .  


ACTION: F i n a l  r u l e .  


SUMMARY: The Food and Drug A d m i n i s t r a t i o n  (FDA) amends t h e  


food  a d d i t i v e  r e g u l a t i o n s  t o  p r o v i d e  f o r  t h e  s a f e  u s e  of  


( m i n i m u  15 m o l e s )  / p o l y ( o x y e t h y l e n e )  b l o c k  copolymer a s  a 


foam c o n t r o l  and r i n s e  a d j u v a n t  i n  hog d e h a i r i n a  machines .  


T h i s  a c t i o n  i s  based  on a p e t i t i o n  f i l e d  by t h e  Chemidyne 


Corp. 


DATES: E f f e c t i v e  ( i n s e r t  d a t e  of  p u b l i c a t i o n  i n  t h e  FEDERAL 


REGISTER); o b j e c t i o n s  by ( i n s e r t  d a t e  30  days  a f t e r  d a t e  o f  


p u b l i c a t i o n  i n  t h e  FEDERAL REGISTER). 


ADDRESS : W r i t t e n  o b j e c t  i o n s  t o  t h e  Dockets  Nanagement Branch 


(HFA-305), Food and Drug A d m i n i s t r a t i o n ,  Rm. 4 - 6 2 ,  5 6 0 0  


F i s h e r s  Lane ,  R o c k v i l l e ,  MD 2 0 5 5 7 .  




FOR FURTHER INFORMATION CONTACT: 

James B .  Lamb, 

Bureau  o f  Foods (HFF-334),  

Food and Drug A d m i n i s t r a t i o n ,  

200 C S t .  SW., 

Wash ing ton ,  DC 20204,  

202-472-5690. 

SUPPLEMENTARY INFORMATION: I n  a n o t i c e  p u b l i s h e d  i n  t h e  

FEDERAL REGISTER o f  J u n e  5 ,  1981 (46 FR 301 9 7 ) ,  FDA announced 

t h a t  a p e t i t i o n  (FAP 0A3512) had been f i l e d  by t h e  Chemidyne 

C o r p . ,  8679 Freeway Dr . ,  Macedonia ,  OH 44056,  p r o p o s i n g  t h a t  

S 172.808 Copolymer c o n d e n s a t e s  o f  e t h y l e n e  o x i d e  and  p r o p y l e n e  

o x i d e  (21 CFR 172.808)  and S 173.340 Defoaming a g e n t s  (21  CFR 

173.340)  be  amended t o  p r o v i d e  f o r  t h e  s a f e  u s e  o f  a -hydro -

omega-hydroxy-po l y ( o x y e  t h y l e n e )  / p o l y ( o x y p r o p y l e n e )  (minimum 1 5 

m o l e s )  l p o l y ( o x y e t h y 1 e n e )  b l o c k  copolymer  a s  a foam c o n t r o l  and 

r i n s e  a d j u v a n t  i n  hog d e h a i r i n g  m a c h i n e s .  

FDA h a s  e v a l u a t e d  d a t a  i n  t h e  p e t i t i o n  and o t h e r  r e l e v a n t  

m a t e r i a l ,  and  c o n c l u d e s  t h a t  t h e  p roposed  food a d d i t i v e  u s e  i s  

s a f e  and t h a t  t h e  r e g u l a t i o n s  s h o u l d  b e  amended a s  s e t  f o r t h  

below.  

The a g e n c y  p r e v i o u s l y  c o n s i d e r e d  t h e  p o t e n t i a l  e n v i r o n m e n t a l  

e f f e c t s  o f  t h i s  r u l e  as announced i n  t h e  n o t i c e  o f  f i l i n g  

p u b l i s h e d  i n  t h e  FEDERAL REGISTER. No new i n f o r m a t i o n  o r  comments 

have  been r e c e i v e d  t h a t  would a l t e r  t h e  a g e n c y ' s  p r e v i o u s  d e t e r -

m i n a t i o n  t h a t  t h e r e  i s  no  s i g n i f i c a n t  impac t  on t h e  human 

e n v i r o n m e n t  and  t h a t  an e n v i r o n m e n t a l  i m p a c t  s t a t e m e n t  i s  n o t  

r e q u i r e d .  
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T h e r e f o r e ,  u n d e r  t h e  F e d e r a l  Food, Drug, and Cosmet ic  

A c t  ( s e c s .  201 ( s ) ,  4 0 9 ,  72 S t a t .  1784-1 788 a s  amended (21 U.S.C. 

321 ( s ) ,  3 4 8 ) )  and u n d e r  a u t h o r i t y  d e l e g a t e d  t o  t h e  Commissioner 

o f  Food and Drugs (21 CFR 5.10 ( f o r m e r l y  5.1 ; s e e  46 FR 26052; 

May 1 1  , 1981 ) )  , P a r t s  172 and 173 a r e  amended as f o l l o w s :  

1 . In  P a r t  1 72 ,  S 1 72.808 i s  amended by r e v i s i n g  p a r a g r a p h  

( b )  ( 3 ) ,  t o  r e a d  as f o l l o w s :  

172.808 	 Copolymer c o n d e n s a t e s  o f  e t h y l e n e  o x i d e  and p r o p y l e n e  
o x i d e .  

* * * 	 * * 

( 5 )  * * * 

( 3 )  The a d d i t i v e  i d e n t i f i e d  i n  p a r a g r a p h  ( a )  ( 3 )  o f  t h i s  

s e c t i o n  i s  u s e d :  

( i )  A s  a s u r f a c t a n t  and defoaming a g e n t ,  a t  l e v e l s  n o t  

t o  exceed  0 .05  p e r c e n t  by w e i g h t ,  i n  s c a l d  b a t h s  f o r  p o u l t r y  

d e f e a t h e r i n g ,  f o l l o w e d  by p o t a b l e  w a t e r  r i n s e .  The t e m p e r a t u r e s  

o f  t h e  s c a l d  b a t h s  s h a l l  be n o t  l e s s  t h a n  125"  F.  

( i i )  A s  a foam c o n t r o l  and r i n s e  a d j u v a n t  i n  hog d e h a i r i n g  

mach ines  a t  a  u s e  l e v e l  o f  n o t  more t h a n  5  grams p e r  hog.  

* * * * 	 * 

2. I n  P a r t  1 7 3 ,  S 173.340 i s  amended by  a l p h a b e t i c a l l y  

i n s e r t i n g  i n  p a r a g r a p h  ( a ) ( 2 )  a new i t e m  i n  t h e  l i s t  o f  s u b s t a n c e s  

t o  r e a d  a s  f o l l o w s :  

S 173.340 Defoaming a g e n t s .  

* 	 * .  * 

( a )  * * * 
( 2 )  * * * 



Subs t ances  L i m i t a t i o n s  

a-Hydro-omega-hydroxy-poly For use  as p r e s c r i b e d  i n  

(oxye t h y l e n e )  /po ly(oxypropy1ene)  § 172.808 (b )  ( 3 )  o f  t h i s  

(minimum 1 5 moles)  / po ly ( oxye thy l ene )  c h a p t e r .  

b lock  cop0 lymer (CAS Reg. No. 9003-1 1 - 6 )  

as d e f i n e d  i n  § 172 .808(a ) (3 )  o f  t h i s  

c h a p t e r .  

Any person  who w i l l  be a d v e r s e l y  a f f e c t e d  by t h e  

f o r e g o i n g  r e g u l a t i o n  may a t  any t ime on o r  b e f o r e  ( i n s e r t  

d a t e  30 days  a f t e r  d a t e  of  p u b l i c a t i o n  i n  t h e  FEDERAL 

REGISTER) submi t  t o  t h e  Dockets Management Branch ( a d d r e s s  above) , 

w r i t t e n  o b j e c t i o n s  t h e r e t o  and may make a w r i t t e n  r e q u e s t  

f o r  a p u b l i c  h e a r i n g  on t h e  s t a t e d  o b j e c t i o n s .  Each o b j e c t i o n  

s h a l l  be s e p a r a t e l y  numbered and each numbered o b j e c t i o n  

s h a l l  s p e c i f y  w i t h  p a r t i c u l a r i t y  t h e  p r o v i s i o n  o f  t h e  reg-

u l a t i o n  t o  which o b j e c t i o n  i s  made. Each numbered o b j e c t i o n  

on which a h e a r i n g  i s  r eques t ed  s h a l l  s p e c i f i c a l l y  so  s t a t e ;  

f a i l u r e  t o  r e q u e s t  a h e a r i n g  f o r  any p a r t i c u l a r  o b j e c t i o n  

s h a l l  c o n s t i t u t e  a wa ive r  o f  t h e  r i g h t  t o  a h e a r i n g  on t h a t  

o b j e c t i o n .  Each numbered o b j e c t i o n  f o r  which a h e a r i n g  i s  



req-ues t ed  s h a l l  i n c l u d e  a  d e t a i l e d  d e s c r i p t i o n  and a n a l y s i s  

o f  t5.e s p e c i f i c  f a c t u a l  i n f o r m a t i o n  i n t e n d e d  t o  be p r e s e n t e d  

in s u n q o r t  of  che o b j e c t i o n  i n  t h e  e v e n t  t h a t  a h e a r i n g  i s  

h e l d ;  f a i l u r e  t o  i n c l u d e  such a  d e s c r i p t i o n  and a n a l y s i s  f o r  

any p a r t i c u l a r  o b j e c t i o n  s h a l l  c o n s t i t u t e  a waiver  o f  t h e  

r i g h t  t o  a h e a r i n g  on t h e  o b j e c t i o n .  Three  c o p i e s  of  a l l  

documents s h a l l  be s u b m i t t e d  and s h a l l  be i d e n t i f i e d  w i t h  

t h e  d o c k e t  number found i n  b r a c k e t s  i n  t h e  head ing  of t h i s  

r e g u l a t i o n .  Received o b j e c t i o n s  3ay  be s e e n  i n  t h e  o f f i c e  

above between 9 a.m. and 4  p .m. ,  Yonday through F r i d a y .  

E f f e c t i v e  d a t e .  T h i s  r e g u l a t i o n  s h a l l  become e f f e c t i v e  

( i n s e r t  d a t e  of p u b l i c a t i o n  i n  t h e  FEDERAL REGISTER). 

( S e c s .  201 ( s ) ,  409. 72 S t a t .  1784-1788 a s  amended (21 U.S.C. 
321 ( s ) , 348) .)  

dating Assoaiate Commissionerfor 
Regulaton Mfairs 
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